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1

SYSTEM AND METHOD FOR MEASURING
THE PRESSURE OF A FLUID SYSTEM
WITHIN A PATIENT

RELATED APPLICATIONS

This application 1s a divisional of U.S. patent application

Ser. No. 12/496,871, filed Jul. 2, 2009, which 1s a divisional
of U.S. patent application Ser. No. 11/025,683, filed Dec. 29,
2004, now patented as U.S. Pat. No. 7,585,280, on Sep. 8,
2009, and enfitled “System and Method for Measuring the
Pressure of a Fluid System Within a Patient,” which appli-
cations are incorporated by reference herein.

BACKGROUND OF THE INVENTION

Cerebrospinal flmd, typically abbreviated as CSFE, 1s a
fluid that protects the brain and spine and helps distribute
nutrients to these structures. CSF 1s a clear, colorless fluid
that 1s primarily produced by the choroid plexus and sur-
rounds the brain and spinal cord. Hydrocephalus i1s a con-
dition 1n which a patient accumulates an excess volume of
CSF. This often results from an obstruction of the cerebro-
spinal fluid pathways or from an inability to absorb the
necessary volume of CSF. Increased CSF production rela-
tive to absorption causes the ventricles to become wider or
dilate to make room for the extra fluid. Hydrocephalus 1s
usually accompanied by an increase in CSF pressure which
can be measured with a spinal tap, also known as a lumbar
puncture. A spinal tap 1s a procedure in which a needle 1s
inserted 1nto a space inside the spinal canal for the purpose
of removing some of the CSF.

The treatment of hydrocephalus has conventionally
involved draining the excess fluid away from the ventricles
and rerouting the cerebrospinal fluid to another area of the
patient’s body, such as the peritoneal cavity. A drainage
system, commonly referred to as a shunt, 1s often used to
carry out the transfer of fluid. In order to install the shunt,
typically a scalp incision 1s made and a small hole 1s drilled
in the skull. A proximal, or ventricular, catheter 1s installed
in the ventricular cavity of the patient’s brain, while a distal,
or drainage, catheter 1s installed in that portion of the
patient’s body where the excess fluid 1s to be reintroduced.
Generally, the shunt systems include a valve mechanism that
operates to permit fluid flow only once the fluid pressure
reaches a certain threshold level. That 1s, fluid flows through
the valve only when the fluid pressure overcomes the valve
mechanism’s resistance to open. Some valve mechanisms
permit the adjustment, or programming, of the opening
pressure level, or resistance level, at which fluid flow
commences. These valve mechanisms can comprise a vari-
ety of configurations. For example, the valve mechanism can

be configured as a ball-in-cone as illustrated and described
in U.S. Pat. Nos. 3,886,948, 4,332,255, 4,387,713, 4,551,

128, 4,595,390, 4,615,691, 4,772,257, and 5,928,182, all of
which are hereby incorporated by reference.

In some cases, however, hydrocephalus 1s characterized
by an increase 1n the volume of CSF and a dilating of the
ventricles with only slight or no increase in CSF pressure.
This condition 1s known as normal pressure hydrocephalus.
Even without an abnormal increase in CSF pressure, the
widening of the ventricles to make room for excess CSF
volume can have a deleterious 1mpact on certain brain
structures.

Normal pressure hydrocephalus can be dithicult to diag-
nose. In part, the condition 1s diflicult to diagnose because
tests used to scan inside the brain, such as CT or MRI
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2

imaging, do not show a pattern that definitively indicates
that a patient’s condition 1s normal pressure hydrocephalus.

A classic triad of symptoms (gait disorder, dementia, and
incontinence) 1s also used in normal pressure hydrocephalus
diagnosis. CSF pressure dynamics assessment can also be
used, however, there 1s no convenient equipment for track-
ing and analyzing CSF pressure over time or measuring 1ts
response to stimulus. Once diagnosed, normal pressure
hydrocephalus can be treated with shunting generally as
described above.

SUMMARY OF THE INVENTION

The present invention provides a pressure sensor with
integrated fluid dynamics assessment that can be coupled
with a patient’s tluid system, for example a patient’s CSF
system, to measure and analyze the patient’s CSF pressure,
as well as methods for doing the same. The mnvention can be
used to diagnose a variety of conditions, especially, but not
limited to, normal pressure hydrocephalus, and can further
be used to aid 1n treatment, helping to determine for example
the appropriate pressure characteristics of a shunt to be used
in the treatment.

In a first aspect, the mvention provides a pressure sensing,
apparatus having a pressure sensor component. The pressure
sensor component includes a pressure sensing port, a pres-
sure sensor for sensing a pressure of a fluid in the pressure
sensing port, and a digital processor communicating with the
pressure sensor for performing calculations involving fluid
pressures sensed. The pressure sensing apparatus further
includes a first chamber 1n fluid contact with the pressure
sensing port, a second chamber fluidically connectable with
a patient’s cercbrospinal fluid system, and a membrane
located between the first and second chambers so as to
transmit fluid pressure from the second chamber to the first
chamber.

In certain embodiments, the tube can be configured to be
connected to a patient’s cerebrospinal fluid system through
a lumbar tap. The apparatus can also include a bolus
apparatus, such as a three way stopcock located between a
patient connecting end of the tube and the second chamber
with the three way stopcock including a port through which
a fluid may inserted or withdrawn, for example, using a
Syringe.

In still further embodiments, the pressure sensor compo-
nent includes a display that can be configured to display a
graph of fluid pressures sensed over time. The pressure
sensor component can further be configured to calculate a
resting pressure, an output resistance, and/or a pressure
volume 1ndex based on fluid pressures measured. The pres-
sure sensor component can also be an integrated, hand-held
unit.

In another aspect, the invention provides a pressure sensor
component including a pressure sensing port for containing
a fluid for pressure sensing, a pressure sensor for measuring
a pressure of a fluid in the pressure sensing port, and a
processor in electrical communication with the pressure
sensor. The processor 1s configured to calculate at least one
selected from the group consisting ol resting pressure,
outflow resistance, and pressure volume imndex based on fluid
pressure measured by the pressure sensor.

In a further aspect, the invention includes a method for
measuring a pressure of a cerebrospinal fluid system 1n a
patient using a pressure sensing system having sterile por-
tion for connecting to a patient’s cerebrospinal fluid system
and a non-sterile portion including a pressure sensor coms-
ponent having a pressure sensor and a processor for analyz-
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ing cerebrospinal fluid pressures measured by the pressure
sensor. The method further includes connecting the non-
sterile portion to the patient’s cerebrospinal fluid system and
measuring and displaying the patient’s cerebrospinal fluid
pressure on the pressure sensor component.

BRIEF DESCRIPTION OF THE DRAWINGS

The mvention will be more fully understood from the
tollowing detailed description taken 1n conjunction with the
accompanying drawings, in which:

FIG. 1 illustrates a system of the invention for measuring,
a pressure of a flmd system 1n a patient;

FIG. 2 1s diagrammatic view illustrating additional fea-
tures of the system of FIG. 1;

FIG. 3 illustrates a pressure sensor component of the
invention; and

FIG. 4 illustrates a pressure graph used to illustrate
calculations made by the pressure sensor of FIG. 3.

DETAILED DESCRIPTION OF TH.
PREFERRED EMBODIMENTS

(L]

A system 10 representative of one embodiment of the
invention 1s presented i FIG. 1 as including a pressure
sensor component 12 with mtegrated fluid dynamics assess-
ment that can be coupled with a patient’s 14 CSF system to
measure and analyze the patient’s CSF pressure, as well as
methods for doing the same. As shown, the system 1s
coupled to the patient’s CSF system at a puncture site 16
which may represent a conventional lumbar tap. Tubing 18
fluidically couples the puncture site to a coupling element
20—in the illustrated embodiment, a three-way stopcock.
The three-way stopcock 20 couples tubing 18 with syringe
22 (through tubing 24) and a first chamber 26. First chamber
26 15 separated from a second chamber 30 by a membrane
28 (internal to the system illustrated in FIG. 1) that 1s
movable to allow pressure from a fluid 1n the first chamber
to be transmitted to fluid in the second chamber. Second
chamber 30 1s 1n fluiud communication with pressure sensor
port 32 of pressure sensor component 12 where a pressure
sensor of the pressure sensor component can measure the
pressure of a fluid 1n the second chamber for analysis and
display. Accordingly, system 10 can measure the pressure of
fluid 1n the patient’s CSF system by way of the fluid and
pressure communication sequence from puncture site 16 to

pressure sensor port 32.

System 10 can be further described by reference to FIG.
2 which illustrates diagrammatically the system of FIG. 1.
The patient’s CSF system 1s illustrated by functional block
40 which 1s fluidically coupled to CSF Access Equipment
42. The CSF Access Equipment includes the elements
necessary to tap into the patient’s CSF system and provide
access to that system outside of the patient’s body. As noted
above, this access 1s typically gained through a lumbar tap
in which a large gage needle 1s used to access the CSF
system 1n the space between the patient’s vertebrae, often
between the third and fourth lumbar vertebrae. As suggested
in the Figure, however, this access could be gained using any
variety of needle, catheter, stylet and/or connectors as might
be appropriate for accessing the patient’s CSF system.
Further, 11 a system of the invention 1s deployed for use with
a different fluid system of the patient, a person skilled 1n the
art will recognize that access equipment suitable for cou-
pling to that fluid system can be used within the spirit of the
invention.
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CSF Access Equipment 42 can be fluidically coupled to
Bolus Equipment 44 it desired for manipulation of the tfluid
within the system. The Bolus Equipment typically includes
a syringe for the injection and/or withdrawal of fluid from
the system. A three-way stopcock can also be employed to
control the flow of fluid. A person of skill in the art will
recognize that other equipment may be used, a bi-directional
or infusion pump lfor example, to mject or withdraw fluid
from the system.

The elements so far described by reference to FIG. 2 fall
within a sterile portion 46 of system 10. As these elements
are exposed within the patient by virtue of the flow of fluid
within the system, these element should be sterile as 1s well
known 1n the art. The fluid flowing within the sterile portion
of system 10 will generally include fluid from the patient’s
system being measured, in the 1llustrated embodiment CSF,
and can also include other biocompatible fluids such as
saline. Such biocompatible fluids can be used within the
syringe to provide a bolus. Further, where fluidic coupling 1s
long, especially between CSF Access Equipment 42 and
Bolus Equipment 44 so as to make the positioning of the
Bolus Equipment and the pressure sensor component more
convenient for use, at least portions of the system may be
filled with saline prior to connection with the patient to
minimize CSF volume loss.

The fluid 1n the sterile portion 46 of system 10 can be
coupled through membrane 28 to the pressure sensor 48. In
general, pressure sensor 48 will reside in a non-sterile
portion 50 of system 10 as it 1s likely to be re-used from
patient to patient and the system can be constructed so as to
separate the non-sterile portion from contact with the
patient’s fluids. Typical high accuracy pressure sensors
require fluid coupling, such that there 1s a vetted surface on
the sensor. This sensor 1s often located 1n a protected area
within a lumen that 1s not easily accessed (e.g., within
pressure sensor port 32). The pressure sensor lumen can be
filled with water (or other liquids such as oil or alcohol
depending on the particular sensor embodiment used) for
this purpose. Membrane 28 can be located so as to contact
fluid 1n the sterile region 46 on one side, and fluid in the
non-sterile region 50 on the other. Where membrane 28 1s
movable or flexible, changes 1n fluid pressure 1n the sterile
portion of the system (including the patient’s CSF system)
are transmitted by movement of the membrane to the fluid
in the non-sterile portion 50. These pressures can be read by
pressure sensor 48.

A pressure sensor component 12 for use with the mven-
tion can further be described by reference to FI1G. 3. Pressure
sensor component 12 can be a known hand-held fully
integrated pressure sensor having a digital processor that can
be configured to analyze the pressure signals provided in
accordance with the description of FIGS. 1 and 2 above.
Such known pressure sensors could include, for example,
the Dwyer Instruments Series 477 handheld digital manom-
cter available from Dwyer Instruments, Inc. of Michigan
City, Ind., or the Fluke Model 717 or 718 pressure calibra-
tors available from Fluke Corporation of Everett, Wash.
Pressure sensor component 12 includes pressure sensor port
32, and also a second pressure sensor port 64 for pressure
differential measurements. This second port can remain
exposed to the atmosphere 1f 1t 1s not otherwise used.
Pressure sensor component 12 also includes a display 60 for
displaying pressure measurement results and analysis, and
user mput elements, buttons 62, for operating the compo-
nent.

Display 60 1n FIG. 1 illustrates a graphical display of
pressure measurements over time, while display 60 in FIG.
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3 illustrates the current pressure 66 along with calculated
values for the resting, baseline or starting pressure (Po) 70,
the pressure-volume 1mndex (PVI) 72, and resistance to out-
flow (Ro) 74. The results are indicated to be for a third
iteration (n=3) 68 of measurements. These CSF pressure
dynamics testing results can yield information that can be
used to confirm the probable diagnosis of Normal Pressure
Hydrocephalus and aid in the selection of a shunt opening
pressure for a shunt to be implanted 1n the patient.

While the illustrated display shows outflow resistance and
pressure-volume index values, and exemplary methods for
calculating and using these values are described below, the
invention described herein 1s not limited to this choice of
parameters or particular methods of calculation. Pressure
sensor component 12 can be programmed to calculate other
pressure based parameters and also to calculate the afore-
mentioned parameters 1 ways other than those disclosed
herein. In fact, clinicians or researchers could develop new
parameters to more accurately diagnose NPH or other fluid
system abnormalities, the analysis of which using the sys-
tems and methods described herein 1s believed to fall within
the present invention. In one embodiment of the present
invention, pressure sensor component 1s programmable so as
to allow a user to program the calculation of the user’s own
preferred parameters or to carry out the calculations using,
the user’s preferred methods of calculation. Further infor-
mation relating to the relationship between CSF abnormali-
ties and pressure related parameters can be found in Shapiro
K, Marmarou A, Shulman K, Characterisation of clinical
CSF dynamics and neural axis compliance using the pres-
sure-volume index, Annals of Neurology 7 (6) 508-514 (June
1980), which 1s incorporated herein by reference.

The resting pressure, P_, can provide general information
that may be used as an indicator for shunt openming pressure
selection; 1ts value can also used in further calculations as
described below. The PVI can be calculated from the pres-
sure change resulting from a rapid 1injection or withdrawal of
fluid from the CSF space and has found widespread use both
climically and experimentally as a measure of lumped cran-
10spinal compliance. The outflow resistance, R_, has been
shown to be a good indicator of patents who will benefit
from CSF shunting. In general, normal values for R_ are
generally about 1.5 to 4 mmHg/ml/min, while patients
sulfering from NPH generally have R_ values of about 4 to
12.

One exemplary approach to calculating these values using
system 10 of FIG. 1, including pressure sensor component
12 as further illustrated in FIG. 3, can further be described
by reference to FI1G. 4. FIG. 4 provides a graph of pressure
versus time that represents the patient’s CSF pressure over
time including the pressure response of the patient’s CSF
system to a bolus mjection. The resting pressure, P_, can be
seen on the graph at a time before the bolus mjection. At a
given time, a bolus of volume V _ 1s added to the system, for
example using the syringe 22 of FIG. 1. The bolus injection
results 1n a sharp rise in pressure reaching a peak pressure of
P,. The pressure drops over time from its peak and can be
measured at a time t,, typically two minutes after bolus
injection, to generate a pressure reading P, that 1s indicative
of the return trajectory of the patient’s CSF pressure.

With these variables known, the patient’s pressure-vol-
ume 1ndex can be calculated as follows:

PVI=V,/Log(P,/P,)

and the CSF outtlow resistance can be calculated as:

R,=t,xP /PVIxLog {(Py/P,) (P,~P,)/(P,~P,)}
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As noted above, the bolus injection, measurements and
calculations may be performed in multiple iterations, with
either individual 1terations or mean values. In one embodi-
ment, a user can select iterations for averaging, leaving out
any apparently abnormal data.

Pressure sensor component 12 can also provide user
defined variables. For example, the following variables with
the following exemplary default values can be set:

Infusion Volume 4 cc
Recovery Time 180 sec
PVI Limit 13 ml
P_ Limit 30 mmHg
P, Limit 30 mmHg

These values/limits can be user adjustable to conform to
particular circumstances.

Pressure sensor component 12 can also be configured to
prompt a user through a measuring procedure. For example,
with the pressure sensor component powered on, the user
defined variables set as desired, and the system connected to
a patient as illustrated 1n FIG. 1, the component will begin
by displaying the resting pressure P_. Once P_ 1s recorded,
the pressure sensor component can prompt the user to infuse
the system with a measured volume of flmd. The user can
then begin the ifusion, typically by infusing 4 cc of saline
at approximately 1 cc/sec. The user can watch the real-time
pressure display to confirm the absence of anomalous peaks
during infusion. Once the intusion 1s complete and P, i1s
recorded, the pressure sensor component can prompt the
user to wait, typically for three minutes or until the current
pressure 1s less than P_ plus 2 mmHg, while the component
measures P,. The pressure sensor component can then
calculate P_, PVI, and R for that iteration and display them
to the user. Once the pressure reading has recovered from the
infusion, the pressure sensor component can prompt the user
to perform another 1teration or disconnect the system from
the patient. The user can select iterations to include or
exclude from mean calculations, and mean values can be
calculated and displayed.

The pressure sensor component 12 1llustrated 1n FIGS. 1
and 3 1s shown as an integral handheld umt having a pressure
sensor located within pressure sensor port 32, and all of the
digital electronic components required to perform the cal-
culations described above. A person skilled in the art will
understand, however, that other configurations are possible.
For example, the pressure sensor port 32, or only the sensor
itself, could be fluidically coupled to second chamber 30
while maintaining e¢lectronic communication to a digital
processing unit for performing desired display and calcula-
tion based on the pressure signal. Still further, the pressure
sensor could be provided as part of the sterile portion 46 of
system 10, making second chamber 30 unnecessary.

Accordingly, the embodiments of the present mmvention
are not limited by what has been particularly shown and
described, except as indicated by the appended claims. All
publications and references cited herein are expressly mncor-
porated herein by reference in their entirety.

What 1s claimed 1s:
1. A method for measuring a pressure of a cerebrospinal
fluid system 1n a patient comprising:
providing a pressure sensing system having a sterile
portion for connecting to a patient’s cerebrospinal tluid
system and a non-sterile portion, the non-sterile portion
including a pressure sensor component having a pres-
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sure sensor and a processor for analyzing cerebrospinal
fluid pressures measured by the pressure sensor;

connecting the sterile portion to the patient’s cerebrospi-
nal fluid system through a puncture site, the sterile

portion providing access to the cerebrospinal fluid
system outside of the patient’s body;

measuring the patient’s cerebrospinal fluid pressure using
the pressure sensor component and displaying the
patient’s cerebrospinal fluid pressure on the pressure
sensor component.

2. The method of claim 1, wherein the pressure sensor
component calculates a resting pressure based on fluid
pressures measured.

3. The method of claim 1, wherein the sterile portion
includes a bolus apparatus and the method turther comprises
injecting or withdrawing a bolus of known fluid volume to
the patient’s cerebrospinal tluid system while the pressure
sensor component measures and displays the patient’s cere-
brospinal fluid pressure.

8

4. The method of claim 3, wherein the pressure sensor

component calculates an output resistance based on fluid
pressures measured.

5. The method of claim 3, wherein the pressure sensor

5 component calculates a pressure volume index based on

10

15

fluid pressures measured.

6. The method of claim 1, wherein

the pressure sensor component has a pressure sensing port
with the pressure sensor sensing a pressure of a fluid 1n
the pressure sensing port;

the non-sterile portion of the pressure sensing system
includes a first chamber in fluud contact with the
pressure sensing port;

the sterile portion of the pressure sensing system includes
a second chamber fluidically connectable with a
patient’s cerebrospinal fluid system; and

the pressure sensing system further includes a membrane
located between the first and second chambers so as to
transmuit fluid pressure from the second chamber to the
first chamber.
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